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REMARKS 

This amendment is filed concurrently with a Request for Continued Examination. 

Claim 2 has been amended to more clearly define the claimed invention. Support for the present 
amendment can be found in the description as originally filed on page 4, penultimate paragraph. 
Claims 2 and 6-8 are presently pending. 

Rejections under 35 USC 112. First Paragraph 

The Examiner rejected claims 2 and 6-8 under 35 USC 1 12, first paragraph as failing to comply 
with the enablement requirement. The Examiner stated that the claims contains subject matter 
which was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the invention. 

The Examiner further rejected claims 2 and 6-8 under 35 USC 1 12, first paragraph as failing to 
comply with the written description requirement. The Examiner stated that the claims contain 
subject matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the art that the inventors, at the time of the application as filed, had 
possession of the claimed invention. 

The Examiner stated that the application only provides a vague description of extracting grape 
skins. The Examiner stated that there is absolutely no description of the cabbage extraction and 
therefore there is no enabling description of how to make the cabbage extract. 

Applicant respectfully disagrees. The description discloses a method for preparing grape skin 
extracts at page 3 of the description and that page 4, 1st paragraph of the description states that 
"[t]he experiments were repeated using cabbage extract". The person skilled in the art would 
readily understand that cabbage extracts of the present invention can be prepared using the same 
extraction methods as for grape skins. The disclosed methods for extracting grape skins were 
well known in the art as of the filing date as evidenced by enclosed excerpts taken from the Joint 
FAO/WHO Expert Committees on Food Additives Combined Compendium of Food Additive 
Specifications (JEFCFA, first referenced in 1 984) and the Institute of Medicine (US) Committee 
on Food Chemicals Codex (2003). Both these reference volumes cite the same extraction 
method as disclosed in the present application. Accordingly, the skilled technician having regard 
to the general state of the art would readily be able to prepare grape skin extracts in accordance 
with these known methods and would also be able to apply the same extraction method to 
cabbage without any undue experimentation. 
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The Examiner stated that the application only provides enablement for a cabbage extract 
concentration of 27.5% only. 

Claim 2 has been amended to recite to define the concentration of the pH indicated as being 
present in a concentration of about 27.5% by weight of the concentration. 

In view of the present claim amendments and the preceding reasons, it is respectfully submitted 
that the claims are fully enabled and described in the specification. 

Rejections under 35 USC 112 

The Examiner rejected claims 2 and 6-8 under 35 USC 112, second paragraph as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which the applicant 
regards as the invention. 

The Examiner stated that there is no description of how the indicator is extracted and that it is not 
clear what "a concentration of about 10 to about 27.5%" means within the concentrate. 

As discussed above, the person skilled in the art having regard to the general state of the art 
would be enabled to prepare the recited cabbage extract using the same methodology as for the 
extraction of grape skins. The person skilled in the art would readily understand that the cabbage 
extract can be prepared in the same manner and is added to the claimed concentrate in an amount 
such that the cabbage extract makes up 27.5% by weight of the concentrate. For these reasons, it 
is respectfully submitted that the claims are not indefinite. Reconsideration and withdrawal of 
the Examiner's objection is respectfully requested. 

Rejection under USC 103(a) 

The Examiner rejected claims 2 and 6-8 under 35 USC 103(a) as being unpatentable over Fisher 
in view of Freadman. 

As previously submitted, Applicant submits that the invention claimed in the amended claims 
lies not in the discovery that red cabbage extract can be used as a pH indicator, Applicant admits 
that this was known on the relevant date for this application. In practice however, the skilled 
artisan also knows that it is very difficult to effectively use red cabbage extract as a pH indicator 
due to the very faint color change of the red cabbage extract required to show a deviation from 
the required pH range of 4 to 6. As result, the color change was previously so difficult to detect 
that for practical purposes the skilled artisan was unable to use red cabbage as a pH indicator for 
the purposes of the present invention. Through much time and labour, Applicant has been able to 
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detcnnine that very large volumes of red cabbage extract are required in order to obtain a 
visually detectable color change that shows a deviation of from the required pH range of 4 to 6. 
Applicant has discovered that a visually detectable color change can be achieved where the red 
cabbage extract is present in a concentration of about 27.5% by weight of the concentrate. 

Fisher fails to teach a pH indicator obtained from any type of plant source, let alone cabbage. 
Freadman discloses that indicators suitable for the disclosed method for detecting bacterial 
growth may also include natural indicators in the form of compounds derived from plants such as 
beets or cabbage. However, Freadman is absolutely silent as to the optimal concentration of 
such natural indicators either for the disclosed method or any other method. Thus, the Applicant 
respectfully submits that the cited references neither alone nor in combination teach nor suggest 
the amount of red cabbage extract that is required to achieve an effective visually detectable 
color change. It is therefore respectfully submitted that the amended claims patentably 
distinguish over the cited references. 

Favourable reconsideration and allowance of this application are respectfully requested. 

A Petition for an Extension of Time requesting an extension of three months for filing the subject 
response is enclosed. The Commissioner is authorized to charge any deficiency or credit any 
overpayment in the fees for same to our Deposit Account No. 500663. 

Executed at Toronto, Ontario, Canada, on December 7, 2009. 



MARTIN DAVID BLOOMBERG, ET AL. 



By: 




Registration No. 56884 
(416) 971-7202, Ext. 227 



Customer Number: 38735 



MLW:iw 
Att. 



Petition for Extension of Time 
Excerpts re Grape Skin Extract 



§73.170 



21 CFR Ch. I (4-1-01 Edition) 



(c) Uses and restrictions. Grape color 
extract may be safely used for the 
coloring of nonbeverage food, except 
that it may not be used to color foods 
for whi-h standard.- of identity have 
been promulgated under section 401 of 
the act, unless the use of added color is 
authorized by su-h standards. 

(d) Labeling. The color additive and 
any mixtures prepared therefrom in- 
tended solely or in part for coloring 
purposes shall bear, in addition to the 
other information required by the act, 
labeling in accordance with the provi- 
sions of §70.25 of this chapter. 

(e) Exemption from certification. Cer- 
tification of this color additive is not 
necessary for the protection of the pub- 
lic health, and therefore batches are 
exempt from the certification require- 
ments of section 721(c) of the Act. 

[46 PR 47532, Sept. 29, 1981] 

§73.170 Grape skin extract 

(enocianina). 

(a) Identity. (1) The color additive 
grape skin extract (enocianina) is a 
purplish-red liquid prepared by the 
aqueous extraction (steeping) of the 
fresh deseeded marc remaining after 
grapes have been pressed to produce 
grape juice or wine. It contains the 
common components of grape juice; 
namely, anthocyanlns. tartaric acid, 
tannins, sugars, minerals, etc., but not 
in the same proportions as found in 
grape juice. During the steeping proc- 
ess, sulphur dioxide is added and most 
of the extracted sugars are fermented 
to alcohol. The extract is concentrated 
by vacuum evaporation, during which 
practically all of the alcohol is re- 
moved. A small amount of sulphur di- 
oxide may be present. 

(2) Color additive mixtures for food 
use made with grape skin extract 
(enocianina) max contain only those 
diluents listed in this subpart as safe 
and suitable in color additive mixtures 
for coloring foods. 

tb) Specifications. Grape skin extract 
(enocianina) shall conform to the fol- 
lowing specifications: 

l' H i ii t 'm permitted 

in or on grapes by regulations promulgated 
iindet Ht» tion 108 ol the Federal Food, 
Drug, and Cosmetic Act. 
Lead <as Pb>, not more than 10 parts per mil- 



Arsenic (as As), not more than 1 part per 

(c) Uses and restrictions. Grape skin 
extract (enocianina) may be safely 
used for the coloring of still and car- 
bonated drinks and ades, beverage 
bases, and alcoholic beverages subject: 
to the following restrictions: 

(1) It may not be used to color foods 
for which standards of identity have 
been promulgated under section 401 of 
the act unless artificial color is author- 
ized by such standards. 

(2) Its use in alcoholic beverages 
shall be in accordance with the provi- 
sions of parts 4 and 5, title 27 CFR. 

(d) Labeling requirements. The label of 
the color additive and any mixtures 
prepared therefrom intended solely or 
in part for coloring purposes shall con- 
form to the requirements of §70.25 of 
this chapter. The common or usual 
name of the color additive is "grape 
skin extract" followed, if desired, by 
"(enocianina)". 

(e) Exemption from certification. Cer- 
tification of this color additive is not 
necessary for the protection of the pub- 
lic health, and therefore batches there- 
of are exempt from the certification re- 
quirements of section 721(c) of the act. 

§ 73.185 Haematococcus algae meal. 

(a) Identity. (1) The color additive 
haematococcus algae meal consists of 
the comminuted and dried cells of the 
alga Haematococcus pluvialis. 

(2) Haematococcus algae meal may 
be added to t he n.-h feed only as a com- 
ponent of a stabilized color additive 
mixture. Color additive mixtures for 
fish feed use made with haematococcus 
algae meal may contain only those 
diluents that are suitable and are list- 
ed in this subpart as safe for use in 
color additive mixtures for coloring 

(b) Specifications. Haematococcus 
algae meal shall conform to the fol- 
lowing speej ilea lions und shall be free 
from impurities other than those 
named to the extent that such impuri- 
ties may be avoided by good manufac- 
turing practice: 

Physical state, solid. 
Lead, not more than 5 parts per million. 
Arsenic, not more than 2 parts per million. 
Mercury, not more than 1 part per million. 
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per million. 
\-i ^ i i 1 i no: i - > i 1 [ii . 

(c) Uses and restrictions. Haemato- 
coccus algae meal may be safely used 
in the feed ol ilinonid fish in accord- 
ance with, the following prescribed con- 
ditions: 

(1) The color additive is used to en- 
hance the pink to orange-red color of 
the flesh of salmonid fish. 

(2) The quantity of astaxanthin in 
finished feed, from haematococcus 
algae meal when used alone or in com- 
bination with other astaxanthin color 
additive sources listed in this part 73, 
shall not exceed 80 milligrams per kilo- 
gram (72 grams per ton) of finished 
feed. 

(d) Labelina requirements. (1) The la- 
beling of the color additive and any 
premixes prepared therefrom shall bear 
expiration dates for the sealed and 
open container (established through 
generally accepted stability testing 
methods), other information required 
by §70.25 of this chapter, and adequate 
directions to prepare a final product 
complying with the limitations pre- 
scribed in paragraph (c) of this section. 

(2) The presence of the color additive 
in finished fish feed prepaid! according 
to paragraph to of this section shall be 
declared in accordance with §501.4 of 
t his i liapter. 

(3) The presence of the color additive 
in salmonid fish that have been fed 
feeds containing haema t > >coecus ultrae 
meal shall be declared in accordance 
with §§ 101.22(b). (c), and (k)(2), and 
1()1.100(rm2) of this chapter. 

<e> Exemption from certification. Cer- 
tification of this color additive is not 
necessary for the protection of the pub- 
lie health, and therefore hatches there- 
of are exempt from t ho cert ification re- 
quirements of section 72hc) of the act. 
I (iS FR 41584, July 6, 2000] 
§ 73,200 Synthetic iron oxide. 

(a) Identity. (1) The color additive 
synthetic iron oxide consists of any 
one or any combination of syn- 
thetically prepared ucm oxides, includ- 
ing the hydrated forms. It is free from 
admixture with other substances. 

(2) Color additive mixtures for food 
use made with synthetic iron oxide 
may contain only those diluents that 



§73.250 

are suitable and that are listed in this 
subpart as safe for use in color additive 
mlxl ures for coloring foods. 

(b) Specifications, ii) Synthetic iron 
oxide for human food use shall conform 
to the following specifications: 

Mercury (as Hso . nor more than 1 part per 
million. 

(2) Synthetic iron oxide for dog and 
cat food use shall conform to the fol- 
lowing specifications: 

Arsenic (as As), not more than 5 parts per 
million. 

Lead (as Pb). not more than 20 parts per mil- 
lion. 

Mercury (as Hgp, not more than 3 parts per 
million. 

(c) Uses and restrictions. (1) Synthetic 
iron oxide may be safely used for the 

for human consumption in an amount 
not exceeding 0.10 percent by weight of 
the finished food. 

(2) Synthetic iron oxide may be safe- 
ly used for the coloring of dog and cat 
foods in an amount not exceeding 0.25 
percent by weight of the finished food. 

(d) Labeling requirements. The label of 
the color additive and any mixture pre- 
pared therefrom intended solely or in 
part for coloring purposes shall con- 
form to the requirements of §70.25 of 
this chapter. 

(e) Exemption from certification. Cer- 
tification of this color additive is not 
necessary for the protection of the pub- 
lic health, and therefore batches there- 
of are exempt from the certification re- 
quirements of section 721(c) of the act. 

[42 FR 15643, Mar. 22, 1977. as amended at 59 
PR 10578, Mar. 7, 1994] 

§ 73.250 Fruit juice. 

(a) Identity. (1) The color additive 
fruit juice is prepared either by ex- 
pressim: the juice from mature vari- 
eties of fresh, edible fruits, or by the 
water infusion of the dried fruit. The 
color additive may be concentrated or 
dried. The definition of fruit juice in 
this paragraph is for the purpose of 
identity as a color additive only and 
shall not be construed as a standard of 
identity under section 401 of the act. 
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GRAPE SKIN EXTRACT 



SYNONYMS 
DEFINITION 



Chemical names 
Chemical formula 

Structural formula 



Assay 

DESCRIPTION 



Prepared at the 28th JECFA (1984), published in FNP 31/1 (1984) and in 
FNP 52 (1992). Metals and arsenic specifications revised at the 59th 
JECFA (2002). An ADI of 0-2.5 mg/kg bw was established at the 26th 
JECFA (1982) 

Enociania, Eno; INS No. 163(H) 

Obtained by aqueous extraction of grape skin or marc after the juice has 
been expressed from it; contains the common components of grape juice, 
namely: anthocyanine, tartaric acid, tannins, sugars, minerals, etc., but not 
in the same proportions as found in grape juice. During the extraction 
process, sulphur dioxide is added and most of the extracted sugars are 
fermented to alcohol; the extract is concentrated by vacuum evaporation 
during which practically all the alcohol is removed; a small amount of 
sulphur dioxide may be present. 

The principal colouring matters are anthocyanins, glucosides of 
anthocyanidins (2-phenylbenzopyrylium salts) such as peonidin, malvidin, 
delphinidin, and petunidin. 

Peonidin: C 16 H 13 0 6 X 
Malvidin: C 17 H 15 0 7 X 
Delphinidin: dsHnOyX 
Petunidin: Ci 6 H 13 0 7 X 
X: acid moiety 



Peonidin: R = OCH 3 ; R = H 
Malvidin: R, R = OCH 3 
Delphinidin: R, R' = OH 
Petunidin: R = OCH 3 ; R = OH 
X": acid moiety 

The colour intensity is not less than declared 

Purplish-red liquid, lump, powder or paste, having a slight characteristic 
odour 




FUNCTIONAL USES Colour 
CHARACTERISTICS 

IDENTIFICATION 



Solubility (Vol. 4) Soluble in water 

Spectrophotometry At pH 3 the absorbance maximum is about 525 nm 

(Vol, 4) 

Colour reaction Add 0,1 g of the sample to 50 ml of water and shake thoroughly. Filter if 

necessary. The solution shows red to purplish-red colour and it turns to blue 
or dark green on the addition of sodium hydroxide TS. 



PURITY 



Sulfur dioxide Not more than 0.005% per 1 colour value 

Distil 1 g of the sample with 100 ml of water and 25 ml of phosphoric acid 
solution (2 in 7) in a distilling flask with the Wagner tube (Figure 1). In an 
absorption flask, place 25 ml of lead acetate solution (1 in 50) previously 
prepared. Insert the lower end of condenser into lead acetate solution in the 
absorption flask. Distil until the liquid in the absorption flask reaches about 
100 ml and rinse the end of the condenser with a little amount of water. To 
the distilled solution add 5 ml of hydrochloric acid and 1 ml of starch TS, 
and titrate with 0.01 N iodine. Each ml of 0.01 N iodine is equivalent to 
0.3203 mg of S0 2 . 




Basic colouring matters Add 1 g of the sample to 100 ml sodium hydroxide solution (1 in 100) and 
shake well. Take 30 ml of this solution and extract with 15 ml of ether. 
Extract this ether extract twice with each 5 ml of dilute acetic acid TS. The 
acetic acid extract is colourless. 



Other acidic colouring Add 1 ml of ammonia TS and 1 0 ml of water to 1 g of the sample and 
matters following the directions Chromatography place 0.002 ml of the solution on 

the chromatographic sheet and dry it. Use a mixture of pyridine and 
ammonia TS (2:1 by volume) as developing solvent and stop the 
development when the solvent front reaches about 15 cm height from the 
point where the sample solution was placed. No spot is observed at the 
solvent front after drying under daylight. If any spot is observed, it should be 
decolourized when sprayed with a solution of stannous chloride in 
hydrochloric acid (2 in 5). 



Lead (Vol. 4) Not more than 2 mg/kg 

Determine using an atomic absorption technique appropriate to the 
specified level. The selection of sample size and method of sample 
preparation may be based on the principles of the method described in 
Volume 4, "Instrumental Methods." 

METHOD OF In the absence of an assay method, a measurement of colour intensity by 

ASSAY the following method may be used. 

Prepare approximately 200 ml of pH 3.0 citric acid - dibasic sodium 
phosphate buffer solution: Mix 1 59 volumes of 2 1 % citric acid solution and 
41 volumes of 0.16% dibasic sodium phosphate solution, and adjust the pH 
to 3.0, using the citric acid solution or dibasic sodium phosphate solution. 
Weigh accurately an adequate amount of the sample so that the measured 
absorbance is between 0.2 and 0.7, and add pH 3.0 citric acid - dibasic 
sodium phosphate buffer solution to make up a 100-ml solution. Measure 
the absorbance A of this solution in a 1 cm cell at the wavelength of 
maximum absorption around 525 nm, using pH 3.0 citric acid - dibasic 
sodium phosphate buffer solution as the blank. 

Ax 10 

Colour value - 

weight of sample (g) 



